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Encorium Group reports third quarter
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TrialStat launches new version of EDC

Nevada Doctor Reports Cherie Thibodeau platform. .2
to Attorney General's Office

herie Thibodeau, a fraudulent study bro-  Attorney General's office last week.
C ker, may not be working her scam much Off and on between stints in California
longer. State Prison, Thibodeau has operated under Company Profile... 4
For the past few months, she has been several aliases, including Cherie Casio and An interview with Russell Rosenberg, Ph.D.,
trying to solicit Las Vegas area doctors for Cherie Rivard, and last year, started claiming to president
business, using a business card that says, have a medical degree. During the six years NeuroTrials Research

“Cherie Thibodeau, M.D., PhD., Chief Medical ~ that CenterWatch has been reporting on her
Officer/Clinical Operations.” As far as can be activities, Thibodeau has bilked numerous inves-

determined, Cherie Thibodeau does not have tigative sites across the U.S. out of potentially Drug & Device Pipeline News...5
a license to practice medicine, and posing as hundreds of thousands of dollars. CenterWatch has identified 17 drugs and
someone with a medical license is an offense Recently, a doctor interested in working devices that have entered new trial phase
that is under the jurisdiction of the Attorney with Thibodeau to conduct dlinical research in this week.
General's Office in Nevada. the Las Vegas area introduced Thibodeau to an

One Nevada doctor, whose confidence informal gathering of primary care doctors also
Thibodeau gained, reported her to the page 3 Trial Results. . .6

CenterWatch reports on results for seven
drugs. Visit www.centerwatch.com for
real-time updates on drugs in clinical trials.

Three Clinical Trial Companies Form

Cardiac Safety Network
Biotech Review...8
" Cardiac Technologies, Spacelabs Healthcare  testing. That is the major objective of our trying Biotech briefs from Bioworld Today.
and Charles River Laboratories—three com-  to work together, to bring the next level of
panies helping sponsors determine the technology to cardiac safety clinical trials,”
effects of new drugs on the heart—have joined  said Sasha Latypova, executive vice president
together to form a collaborative called The of iCardiac Technologies.
Cardiac Safety Network. Wilmington, Mass.-based Charles River
The network combines each vendor's core Services, the dlinical pharmacology division of
competencies dealing with clinical cardiac Charles River Laboratories, has more than 300
safety trials to offer sponsor clients a single phase | beds and dedicated wards for cardiac
point of contact for recruiting healthy volun- testing.
teers, running studies and analyzing cardiac Rochester, N.Y.-based iCardiac has devel-
testing data. oped analytical techniques and biomarkers that
“We believe there is a lot more that can address issues in cardiac safety today.
be done to improve the rigor of cardiac safety And Seattle, Wash.-based Spacelabs has
testing and improve the scientific basis of that page 3
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Features (continued from page 1)

Thibodeau

interested in conducting clinical research. One
of the doctors present at this meeting spoke to
CWWeekly. " Internists in this part of town are
starting to do drug research clinical trials, and
we had a meeting. One of the physicians was
approached by Cherie with all kinds of organi-
zational promises not only for drug studies, but
she has a company to run your office and she
has a computer tech guide to save you money
on computers,” said Howard J. Mason, M.D.
“We filled out a lot of paperwork for Cherie,
and we were going to pursue it. Cherie was
emailing us a lot of forms on confidentiality
and it looked on the up and up. To have some-
body who's involved with connections who
knows all the ins and outs is not a bad thing.”
But Mason became suspicious. “Then it
started to smell fishy when just last week she

Cardiac Safety Network

one of the largest electrocardiogram (ECG) core
labs in the industry and has the ability to bring
iCardiac’s new technologies to dlinical trials by
using them in the testing services it offers to
SpONSOrs.

A hig component of the network revolves
around the improvement of standard cardiac
safety trials. Sponsors seek more advanced
methods to test for safety issues. One of the
challenges sponsors face when conducting

asked if she could borrow one of our staff
members to help Dr. [X]. That didnt sound right
because we're a small office and we need
everybody we have. It sounded like she was try-
ing to hurry up Dr. [X] before [X] could do it
right.” Mason has broken all business ties with
Thibodeau.

CenterWatch obtained a copy of a solicita-
tion letter from an alert reader who recognized
Thibodeau’s name from previous articles in
CWWeekly and The CenterWatch Monthly.
That letter was sent by “Cherie Thibodeau,
M.D." and “Dr. X" to Las Vegas area doctors
on Oct. 3, 2007. The letter states that “Doctor
X" has been selected to participate as a princi-
pal investigator in a phase lla post-herpetic
neuralgia clinical trial and is looking for “con-
sulting physicians who are interested in refer-
ring patients who meet criteria for the study
and enroll as possible participants.” Thibodeau

safety trials is analyzing the QT interval in a
precise and cost effective way. This is the inter-
val between heart beats and a sustained pro-
longing of that interval, as short as 500 mil-
liseconds, could mean a patient is about to
experience a life threatening arrhythmia.

In 2005, the FDA issued its ICH-H14 guid-
ance, mandating that all new drugs to be test-
ed for a prolongation of the QT interval. These
are the kinds of early safety studies that can
reveal serious cardiovascular issues with a drug
or ultimately may clear it for its next stage of

promises compensation to doctors for patient
referrals, which is unethical according to Good
Clinical Practice.

Dr. X became suspicious of Thibodeau dur-
ing the site review when she gave the monitor
a different name than the doctor knew her
by—Cherie Casio. When Dr. X asked her about
it, Thibodeau claimed that Casio was her maid-
en name and that she preferred to use it.

Thibodeau's typical scam is to promise doc-
tors that she will get them studies and handle
administrative tasks for a percentage of the
study budget. All payments go through her.
Thibodeau starts off paying sites their fair
share or enough of it for the first one or two
studies and then pays them nothing and
can't be reached. Lately, she’s paid sites noth-
ing at all, defrauding them of funds due them.
Most recently, she bilked a site in Ohio out
of $5,000.

testing. But these tests are not precise enough
to catch all problems and can also produce
false-positive results, killing potential drugs that
may be safe.

“What our large pharmaceutical companies
tell us is that they terminate inherently safe
drugs because of the imprecision of this meas-
urement,” said Latypova.

iCardiac has developed software algo-
rithms, biomarker development and testing
methodologies.

Outsource your financial administrative functions for Clinical Trials

Receivable Management
Financing

888-650-1860
www.ClinicalFinancialServices.com

NSO RO Se <
Investigator Contract Management
Grant Payment Management

Clinical Financial Services "
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Profile: Investigative Site

NeuroTrials Research Atlanta, Ga.

Year founded: 1997
Employees: 30

An interview with Russell Rosenberg, Ph.D., president

How and why was NeuroTrials Research
founded?

| have 20 years experience in sleep disorders medi-
cine and research. Working within a very busy clinical
setting in the Atlanta area, it became dlear that there
was a lot going on in sleep research and central
nervous system (CNS) dlinical trials but not much in
our geographic area. Two of my colleagues, who are
neurologists, and | decided to form NeuroTrials
Research because there was increasing demand for
us to do so. We were often approached to conduct
studies because of our published articles about our
extensive clinical work in the field. At first, research
seemed to dovetail well with our dlinical work but
eventually we found that doing both together was
not as advantageous as we thought it might be.

We found that we needed to make NeuroTrials
Research a separate entity.

What differentiates NeuroTrials Research
from other sites?

Even though we are a dedicated site, the largest
neurology practices and sleep medicine practices
in Atlanta refer their patients to our studies. Some
of the physicians from those practices also act as
sub-investigators for our studies.

We are also involved in a fair number of investi-
gator-initiated studies. We've done our own studies
on products that already have FDA approval and
expanded their science base. All of the principal
investigators have been involved in advisory boards

for product development in terms of the science
and development of protocols. That has given us a
springboard for presenting our own protocols and
making our own proposals to sponsors in areas
which we have particular interest in.

One of the other things that differentiates us
is that we are interested in the advancement and
continuing education of our employees. Our internal
mentoring program for coordinators has produced
some excellent coordinators. We're looking to retain
the best because that's important to our growth and
to maintaining quality. Our turnover rate is very low.

What challenges do you face?

Given that we do sleep research, we have 24-hour
operations almost every day of the year. That poses a
particular challenge for us. We have to have evening
teams, round-the-clock teams and round-the-clock
physician availability to make decisions about various
aspects of the protocol. That makes us unique and
also allows us to easily handle the other kinds of
CNS studies that we do, for example, Alzheimer's
disease or multiple sclerosis, headache or other pain
or epilepsy.

How has clinical research conduct changed in
the past 10, 20 years?

We've seen a lot more sites trying to develop in the
field. I think there's a misconception about how easy
or lucrative it is to conduct clinical trials and that it's
just something you add onto your practice as anoth-
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The Standard for Clinical Trial Enrollment

www.inclinix.com ¢ 910.332.2001 ¢ info@inclinix.com

Therapeutic areas: Central nervous
system and sleep, phase Il to IV

Contact: Kathy Jones Beals

Telephone: (404) 851-9934

Email: kjonesbeals@neurotrials.com

Web site: www.neurotrials.com

er revenue source. |'ve seen some of those sites
come and go fairly quickly. | think there’s more
variability now in terms of the quality of sites based
on how serious or how well-trained they are in the
research field. There are some great physicians who
want to be doing clinical trials in certain areas, but
they don't have the training or the staff expertise to
conduct clinical research, especially as complex as
sleep research where you need a 24-hour team.

How have you grown and how will

you grow?

We've just moved into a larger, 14,000-square-foot
facility, which is a state-of-the-art clinical research
center with a sleep laboratory attached. We also
have The Atlanta School of Sleep Medicine and
Technology in the same building where we provide
education and training for physicians and technolo-
gists in the sleep field. Over the last five years, we've
had an average of 20% growth each year in our
personnel, our space and the numbers of studies
we're doing. | attribute that to two things. First, there
are more products in the pipeline in the CNS and
sleep areas. Second, we have a tremendous amount
of repeat business. In fact, CROs and sponsors that
place a study with us typically use our site for the
multiple studies needed throughout the development
qycle of the investigational product.

inclinix

Your Enrollment CRO
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Drug & Device Pipeline News

Company Drug/Device Therapeutic Area Status Sponsor Info

Athersys MultiStem bone marrow IND approved, phase | trials planned  (216) 431-9900
transplantation www.athersys.com

AVANT ETEC and cholera  enterotoxigenic Phase | trials planned enrolling (781) 433-0771

Immunotherapeutics  vaccine Escherichia coliicholera 64 subjects in the US www.avantimmune.com

Quark Pharmaceuticals  AKli-5 Acute Renal Failure Phase | trials initiated in the US, (510) 402-4020

Europe and Israel

www.quarkpharma.com

Cytochroma CTAP101 Capsules  vitamin D insufficiency ~ Phase /1l trials initiated (905) 479-5306
www.cytochroma.com
Peregrine bavituximab breast cancer Phase Il trials planned enrolling 46 (714) 508-6000
Pharmaceuticals subjects in the Republic of Georgia ~ www.peregrineinc.com
BioXell Elocalcitol male infertility Phase lla trials initiated enrolling +39 02 21049 51
234 subjects in Italy www.bioxell.com
Aradigm inhaled ciprofloxacin cystic fibrosis Phase Il trials initiated enrolling 24 (510) 265-9000
subjects in Australia and New Zealand www.aradigm.com
Array BioPharma ARRY-797 dental pain Phase Il trials initiated enrolling (303) 381-6600
150 subjects in the US www.arraybiopharma.com
BiPar Sciences BSI-201 breast cancer Phase Il trials initiated enrolling (650) 635-6050
120 subjects www.biparsciences.com
Hana Biosciences Margibo malignant uveal Phase Il trials initiated enrolling 30 (650) 588-6404
melanoma subjects in the US www.hanabiosciences.com
Innovive Tamibarotene acute promyelocytic Phase Il trials initiated enrolling 50 (212) 716 1810
leukemia subjects internationally www.innovivepharma.com
Novartis QVA149 chronic obstructive Phase Il trials initiated +4161324 11 11
pulmonary disease WWW.novartis.com
Novexel NXL-103 community-acquired Phase Il trials initiated enrolling 300 +33 15714 0777
pneumonia subjects internationally www.novexel.com
Topigen TPI 1020 chronic obstructive Phase Il trials initiated enrolling (514) 868-0077
pulmonary disease 50 subjects www.topigen.com
Cogentus CGT-2168 bleeding due to Phase IIl trials initiated enrolling (650) 543-4730
antiplatelet therapy 4,000 subjects internationally WWW.cogentus.net
Genmab/ ofatumumab rheumatoid arthritis Phase Il trials initiated enrolling (888) 825-5249
GlaxoSmithKline 500 subjects www.gsk.com
Vivus Qnexa obesity Phase Ill trials initiated enrolling (650) 934-5200
2,500 subjects WWW.Vivus.com

7——1.
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Trial Results

Endocrinology

= Novo Nordisk released positive results from
a phase Il trial of liraglutide for the treat-
ment of obesity. This trial enrolled 564 sub-
jects with an average baseline weight of just
below 100 kg. Following a two-week run-in
period, the subjects were randomized to
receive placebo, increasing doses of liraglu-
tide or to an open-labeled control arm with
orlistat, for a treatment period of twenty
weeks. Results showed that liraglutide given
once daily at the highest dose led to a
weight loss from baseline of just above 7 kg,
compared to a weight loss of just above 4 kg
in the orlistat arm and a weight loss of just
below 3 kg in the placebo arm. All tested
doses of liraglutide reduced body weight;
more than 75% of those treated with the
highest dose experienced a weight loss larger
than 5%, and more than 25% experienced
a weight loss larger than 10% relative to
their baseline body weight. In addition, pre-
diabetes symptoms were observed in approx-
imately 30% of all the subjects at baseline.
After 20 weeks of treatment with any dose
of liraglutide, between 80% and 90% of
these subjects no longer showed signs of
pre-diabetes, compared to 40% in the place-
bo- and orlistat-treated groups. Based on the
results Novo Nordisk plans to move forward
with the development of liraglutide for the
treatment of obesity.

Immunology/
Infectious Disease

Novartis reported positive results from a
phase Il trial of Menveo, a vaccine for the
prevention of meningitis in infants. This trial
enrolled 175 infants who were randomized
to receive either two doses of Menveo at
both six and 12 months of age, one dose of
Menveo at 12 months or a currently
approved meningococcal meningitis
serogroup C vaccine also at 12 months and
then followed by Menveo at 18 months.
Following vaccination, the infants were meas-
ured for immune response to antigens via the
hSBA, or the human serum bactericidal anti-
body assay. One month after vaccination,
infants receiving Menveo achieved protective
antibody levels >1:4 for all four meningococ-
cal serogroups (A, C, W-135 and Y). After two
doses of Menveo, the percentage of infants
achieving hSBA titer >1:4 was 100% for the
serogroups C, W-135 and Y35 and 86% for
serogroup A. After a single dose of Menveo
at 12 months, the percentages were > 93%
for serogroups C and W-135 and > 75% for
serogroups A and Y. Of the infants who
received the Menveo booster at 18 months
following a single dose at 12 months, 100%
achieved hSBA titers > 1:4 for serogroup C,
62% for A, 84% for W-135 and 81% for Y.
Treatment was well tolerated in this popula-
tion. Treatment was well tolerated. Phase Ill
trials are underway and regulatory submis-
sions are expected in 2008.

Advanced Life Sciences reported
positive results from a phase Il trial of
cethromycin for the treatment of communi-

ty-acquired pneumonia. This double-blind,
randomized, comparator study, dubbed CL-
05, enrolled 584 adult subjects in the U.S,,
Canada and South Africa. The subjects
received cethromycin 300 mg once daily or
Biaxin 250 mg twice-daily, the current stan-
dard of care, for seven days. The primary effi-
cacy endpoint was statistical non-inferiority in
the clinical cure rate at the test-of-cure visit
between the two treatment arms. This end-
point was achieved, with a dlinical cure rate
in the cethromycin group of 94.0% com-
pared to Biaxin with a cure rate of 93.8%. In
the bacteriologically evaluable population,
cethromycin had a clinical cure rate of 95.9%
compared to Biaxin with a cure rate of
97.1%. Treatment was well tolerated. Based
on the results, Advanced Life Sciences plans
to move towards the filing of an NDA with
the FDA.

Oncology

= Genentech reported positive results from a

phase Il trial of Avastin for the treatment of
glioblastoma multiforme (GBM). This open-
label, multicenter, randomized, non-compara-
tive study enrolled 167 subjects with GBM
whose cancer had relapsed after first- or sec-
ond-line therapy, all of whom had received
prior temozolimide. The subjects were ran-
domized to receive Avastin alone or in combi-
nation with irinotecan every other week for
up to 104 weeks. The primary endpoints
were six-month progression-free survival
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